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1 . This international preliminary report on patentability (Chapter I) is issued by the International Bureau on behalf of the 
International Searching Authority under Rule 44 bis.\{a). 

2. This REPORT consists of a total of 9 sheets, including this cover sheet. 

In the attached sheets, any reference to the written opinion of the International Searching Authority should be read as a reference 
to the international preliminaiy report on patentability (Chapter I) instead. 



This report contains indications relating to the following items: 



X 


Box No. I 


Basis of the report 


X 


Box No. n 


Priority 




Box No. m 


Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 


□ 


Box No. rv 


Lack of unity of invention 




Box No. V 


Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 


□ 


Box No. VI 


Certain documents cited 


□ 


Box No. VTT 


Certain defects in the international ^plication 


□ 


Box No. Vm 


Certain observations on the international application 



4. The International Bureau will communicate this report to designated Offices in accordance with Rules 44^/5.3(c) and 93bis.l but 
not, except where the applicant makes an express request under Article 23(2), before the expiration of 30 months from the priority 

date (Rule 4Ahb .2). 
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1 . This opinion contains Indications relating to the following items: 



H Box No. 1 Basis of the opinion 
M Box No. II Priority 

B Box No. Ill Non-establishment of opinion with regard to novelty, Inventive step and Industrial applicability 

□ Box No, IV Lack of unity of Invention 

M Box No. V Reasoned statement under Rule 43b/s,1 (a)(1) with regard to novelty, Inventive step or Industrial 
applicability; citations and explanations supporting such statement 

□ Box No. VI Certain documents cited 

□ Box No. VII Certain defects In the international application 

□ Box No. VIII Certain observations on the International application 

2. FURTHER ACTION 

If a demand for international preliminary examination Is made, this opinion will usually be considered to be a 
written opinion of the International Preliminary Examining Authority ("IPEA"). However, this does not apply where 
the applicant chooses an Authority other than this one to be the IPEA and the chosen IPEA has notrfed the 
International Bureau under Rule 66.1 b/s(b) that written opinions of this International Searching Authority 
will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three 
months from the date of mailing of Form PCT/ISA520 or before the expiration of 22 months from the priority date, 
whichever expires later. 

For further options, see Form PCT/1SA^20. 

3. For further details, see notes to Form PCT/ISA/220. 
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International application No. 
PCTyEP2004y007617 



Box No. I Basis of the opinion 



1 . With regard to the language, this opinion has been established on the basis of the international apDiication in 
the language in which it was field, unless othenwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the followina 
(under Wules 72^3 and 23 f(b?)"^^^ ^ translation furnished for the purposes of intemational search 

2. With regard to any nucleotide and/or amino acid sequence disclosed in the intemational application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filing/furnishing: 

□ contained in the international appllcatton as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

3. □ In addition in the case that nriore than one version or copy of a sequence listing andA)r table relating thereto 

has been filed or furnished, the required statements that the information in the subsequent or additional 
copies IS Identical to that in the application as filed or does not go beyond the application as filed as 
appropnate, were furnished. 

4. Additional comments: 
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Box No. n Priority 

1 . IS The following document has not been furnished: 

S copy of the earlier application whose priority has been claimed (Rule 43b/s.1 and 66.7(a)). 

□ translation of the earlier application whose priority has been claimed (Rule 43blsA and 66.7(b)). 

Consequently it has not been possible to consider the validity of the priority claim. This opinion has 
nevertheless been established on the assumption that the relevant date is the claimed priority date. 

2. □ This opinion has been established as if no priority had been claimed due to the fact that the priority claim 

has been found invalid (Rules 43dfe.1 and 64.1). Thus for the purposes of this opinion, the international 
filing date indicated above is considered to be the relevant date. 

3. Additional observations, if necessary: 
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Box No. Ill Non-establishment of opinion with regard to novelty. Inventive step and Industrial 
applicability - — 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be Industrially applicable have not been examined in respect of: 

□ the entire international application, 

IS claims Nos. 9 (la) 



H the said international application, or the said claims Nos. 9 (la) relate to the following subject matter 
which does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so 
unclear that no meaningful opinion could be fomied (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

H no international search report has been established for the whole application or for said claims Nos. - 

□ the nucleotide andybr amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 

the computer readable form □ has not been furnished 



□ the tables related to the nucleotide and/Dr amino acid sequence listing, if in computer readable ^omonly, do 
not comply with the technical requirements provided for in Annex C-Ws of the Administrative Instructions. 

□ See separate sheet for further details 



because: 



□ 



does not comply with the standard 



Form PCT/IPEA/237 (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



Internationa! application No. 
PCTyEP2004A)07617 



Box No- V Reasoned statement under Rule 43d/s.1(a)(l) with regard to novelty, inventive step or 
Industrial applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


1-9 




No: 


Claims 




Inventive step (IS) 


Yes: 


Claims 


1-9 




No: 


Claims 




Industrial applicability (lA) 


Yes: 


Claims 


1-8 




No: 


Claims 





2. Citations and explanations 
see separate sheet 
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Re Item III 

Non-establishment of opinion with regard to novelty, Inventive step and industrial 
applicability 

Claim 9 relates to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1 (iv) PCI. Consequently, no opinion will be formulated with 
respect to the industrial applicability of the subject-matter of these claims (Article 
34(4)(a)(l) PCX). 



Re Item V 

Reasoned statement with regard to novelty, Inventive step or industrial 
applicability; citations and explanations supporting such statement 

Reference is made to the following documents: 

D1 : OH Y-K ET AL: "Enhanced mucosal and systemic immune responses to a vaginal 
vaccine coadministered with RANTES-expressing plasmid DNA using in situ- 
gelling mucoadhesive delivery system" VACCINE, BUTTERWORTH SCIENTIFIC. 
GUILDFORD, GB, vol. 21, no. 17-18, 16 May 2003 (2003-05-16), pages 1989- 
1997, XP004421 114 ISSN: 0264-41 OX 

D2: DATABASE MEDLINE [Online] US NATIONAL LIBRARY OF MEDICINE (NLM), 
BETHESDA, MD, US; March 1998 (1998-03), ZHAOPENG H ET AL: 
"[Improvement of drug bioavailability using protease inhibitors]" XP002297145 
Database accession no. NLM9549342 

D3: WO 97/1 3502 A (IMMUNEX CORP ; AMERICAN CYANAMID CO (US)) 1 7 April 
1997 (1997-04-17) 

D4: WO 98/20872 A (THORMAR HALLDOR ; KRISTMUNDSDOTTIR THORDIS (IS)) 
22 May 1998 (1998-05-22) 

If not mentioned otherwise, the relevant passages are those mentioned in the 
International Search Report. 
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Art 33(2) The subject-matter of claims 1 -9 appears to be new in the sense of Article 
33(2) PCT. Prior art does not discloses a mucoadhesive composition 
comprising a polyacrylate and a chemoattractant wherein the pH of the 
composition is 6 or less. 

Art 33(3) The subject-matter of claims 1 -9 seems to involve an inventive step in the 
sense of Article 33(3) PCT. 

D1 , which is considered to represent the most relevant state of the art, 
discloses the use of in situ-gelling mucoadhesive delivery systems 
comprising polycarbophil with the genetic chemokine adjuvant pRANTES for 
more effective induction of mucosal and systemic Immune responses. The 
present application differs from the teaching of D1 in that the pH of the 
present composition is 6 or less. 

The problem to be solved by the present invention may therefore be 

regarded as how to provide a mucoadhesive dmg delivery system for 

administering chemoattractants which conserves bioactlvity of the 

chemoattractants over a prolonged period of time. 

D2 discloses that polycarbophil is a gel-forming polymer having both 

protease inhibiting activity and absorption enhancing effect on 

protein/peptides. The usefulness of polycarbophil has been suggested as an 

additive for the oral delivery of proteins such as G-CSF. 

D3 discloses the use of polyacrylates as mucoadhesive polymers in order to 

deliver inter alia GM-CSF transmucosally. 

D4 suggests topical formulations comprising polycarbophil and chemokines. 
There is, however, no hint In the prior art that a pH below 6 might conserve 
bioactivlty of the chemoattractants over a prolonged period of time. 

The present application solves the problem posed by providing 

a mucoadhesive composition comprising a polyacrylate and a 

chemoattractant wherein the pH of the composition is 6 or less. 

The present application demonstrates that a pH of 6 or less is crucial for 

maintaining bioactlvity of chemoattractants over a prolonged period of time. 

Therefore, the solution proposed by claims 1-9 of the present application is 

considered to be inventive in the sense of Article 33(3) PCT. 
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Art 33(4) For the assessment of the present claim 1 on the question whether it is 

industrially applicable, no unified criteria exist in the PCT Contracting States. 
The patentability can also be dependent upon the formulation of the claims. 
The EPO, for example, does not recognize as industrially applicable the 
subject-matter of claims to the use of a compound in medical treatment, but 
may allow, however, claims to a known compound for first use in medical 
treatment and the use of such a compound for the manufacture of a 
medicament for a new medical treatment. 

The subject-matter of claims 1-8 is considered to be industrially applicable in 
the sense of Art 33(4) PCT. 
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